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UNITED STATES DISTKICT COURT 
FOR THE DISTRICT OF COLUMBIA 



JOHN DOE. INC. 



Plaintiff, 



ALBERTO R. GONZALES, Attorney General 
of the United States, UNITED STATES 
DEPARTMENT OF JUSTICE, and KAREN P. 
TANDY, Administrator of the United States 
Drug Enforcement Administration 

Defendant. 



Civil Action No. 
1:06CV00966 (CKK) 



DEFENDANTS' OPPOSITION TO PLAINTIFF'S AMENDED MOTION REGARDING 
ITS MOTION TO SEAL 



Plaiatii 



INTRODUCTION 

IC'Plaintiff ') seeks to seal from public access, as its 



confidential business information, regulatory language applicable to and descriptions of the 
controlled substance that Plaintiff sought to import in contravention of the requirements of the 
Controlled Substances Act ("CSA"). In this Chcuit, however, there is a presumption - not 
overcome here - that the pubUc has a right of access to court proceedings and filings. See Nixon 
V. Warner Communications, Inc., 435 U.S. 589, 597 (1978) ("the courts of the country recognize 
a general right to inspect and copy public records and documents, including judicial records and 
documents"); Washington Post v. Robinson, 935 F.2d 282, 287 (D.C. Cir. 1991) ("The first 
amendment guarantees the press and the public a general right of access to court proceedings 
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"); McConnell v. Federal Election Comm 'n, 251 F. Supp. 2d. 919, 925 (D.D.C. 2003) 

(Kollar-Kotelly, J.) (same); New Yorkv. Microsoft Corp., 2002 WL 1315804 p.D.C, May 8, 

2002) (Kollar-Kotelly, J.) (same). Alfhough that right is not absolute, it is only overcome "by an 

overriding interest based on findings fliat closure is essential to preserve higher values and is 

narrowly tailored to serve that mterest." Washington Post, 935 F.2d at 288 (emphasis added); 

see also Press-Enterprise Co. v. Superior Court of California, 464 U.S. 501, 510 (1984). 

Plaintiff has not narrowly tailored its motion to seal to protect only its legitimate interest in its 

confidential business information. Accordingly, this Court should deny Plaintiff's motion or 

altematively enter an appropriately narrowed order to seal. See Part HI, infra. 

I. The Public Has an Overriding Interest in the Drug Enforcement Administration's 
("DEA") Interpretation of Its Regulations and Information Bearing on That 
Interpretation Should not Be Closed to the Public. 

Plaintiffs burden of demonstrating that redaction of the filings in this action is warranted 

is especially high because this case involves the DEA's interpretation of its regulations. The fact 

that a government agency is both party to this lawsuit and objects to sealing the record "is not 

only relevant, but strengthens the aheady strong case for access." Equal Employment 

Opportunity Comm 'n v. National Children 's Center, 98 F.3d 1406, 1409 (D.C. Cir. 1996); see 

also Federal Trade Comm 'n v. Standard Fin. Mgmt. Corp., 830 F.2d 404, 410 (1st Cir. 1987) 

("The appropriateness of making court files accessible is accentaated in cases where the 

government is a party."). "[I]n such circumstances, the public's right to know what the 

executive branch is about coalesces with the concomitant right of the citizenry to appraise the 

judicial branch." Id. The pubhc's substantial stake and interest in the operation of its 

government is well estabUshed. See, e.g., Mova Pharmaceutical Corp. v. Shalala, 140 F.3d 
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1060, 347 (D.C. Cix. 1998) ("public's interest m the 'faithful application of the laws' outweighed 
its interest in immediate access to Mylau's. generic product"). Nowhere is that more clear than 
in this case iavolving the DEA's interpretation of its regulations governing the importation of 
controlled substances. 

Although Plaintiff would have this Court believe that this case is about whether the DEA 
acted arbitrarily and capriciously in concludmg that the generic pharmaceutical drug Plaintiff is 
developing is a Schedule I controlled substance, in actuality this case presents a straightforward 
question of regulatory mterpretation:' Specifically, the issue before this Court is whether the 
DEA reasonably mterpreted its own regulation, 21 C.F.R. 1308.13(g)(1) (listing in schedule HI 
"Dronabinol (synthetic) in sesame oil and encapsulated in a soft gelatin capsule in a U.S. Food 
and Drug Administration approved product"), as excluding dronabinol that is not contamed in an 
already FDA-approved product. Any redaction of this regulatory language from the filings in 
this action is therefore completely unwarranted. See Affidavit of ^^^^^^^^^ in Support of 
Plaintiff's Amended Motion to Seal C' ^^^^HM ") f 12 (contending that "the very 
description of the product at issue, including its description in Schedule HI and in the Federal 
Register" should be subject to an order to seal). The DEA's interpretation of its own regulatory 
language is clearly a matter of public concern and that language should not be closed from the 
public' 



' Plaintiff cannot, by equatmg the regulatory language with its product imder 
development, transform that language mto its confidential business information. See Plaintiff's 
Amended Motion Regarding Its Motion to Seal ("Amend. Mot") at 2 (contending that Plaintiffs 
confidential business information includes the "[controlled substance at issue's] identification in 
the Code of Federal Regulations and the Controlled Substances Schedule"). The regulatory 
language is clearly in the public domam and thus not Plaintiffs confidential business 
information. 
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Further counseling against closuie of these proceedings is the requirement of openness 
inherent in the regulations governing the importation of certain controlled substances. 
Companies registered to handle controlled substances, for example, have a legal obligation to 
ensure that anyone to whom they distribute or from whom they receive such substances is also a 
registered handler of them. See 21 U.S.C. §§ 841(a)(1), 960(a)(1) (maldng it a felony to 
distribute, manufacture, or import a controlled substance except as authorized by an issued 
registration and in conformity with other provisions of the CSA). Registration information 
therefore unsurprisingly is publicly available though a database maintained by the Department of 
Commerce and the DEA. See www.ntis.gov/products/types/dea/dea-csa.asp. (describing 
database as "extremely useful" for those "who must verify that a practitioner is registered to 
handle controlled substances"). Thus, the fact of registration to handle a particular controlled 
substance is not privileged information and such mformation in the record here should not be 
closed to the pubUo. 

Certain provisions of the CSA and the regulations promulgated thereunder moreover 
mandate that the DEA publish in the Federal Register applications of companies - Mke Plaintiff 
here - seeking to import a Schedule I controlled substance.^ See 21 C.F.R. § 1301.34(a) ("In the 
case of an application for registration or reregistration to import a controlled substance hsted in 
Schedule I or H, . . . the Administrator shall, upon the filing of such appUcation, pubhsh in the 



^ Plaintiff erroneously contends that because it intends to apply for FDA approval of its 
product — something which has not been guaranteed to Plaintiff- that product is covered by 21 
C.F.R. § 1308.13(g)(1). As explained in Defendant's Opposition to Plahitiff s Motion for 
Preliminary Injunction, Plaintiffs product at this point in time is a Schedule I controlled 
substance. See Defendants' Opposition to Plaintiffs Motion for Preluninary Injunction ("Def 
Mot") at 13-14. 
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Federal Register a notice naining the applicant and stating that such applicant has applied to be 
registered as an importer of a Schedule I or II controlled substance, which substance shall be 
identified."); see, e.g., 70 Fed. Reg. 47,232 (Aug. 12, 2005) (notice of application of National 
Center for Natural Products Research); 70 Fed. Reg. 47,232 (Aug. 12, 2005) (notice of 
registration as bulk manufacturer of Tetrahydrocannabinols "for formulation into the 
pharmaceutical product Marinol"). Such publication gives effect to Congress's intent that 
preference be given to existing registrants over new applicants and domestic manufacturers over 
importers. See 21 U.S.C. § 823(a)(1); 21 U.S.C. § 952(a)(2)(B). The CSA fiirther provides that 
"prior to issuing a registration [to import a controlled substance] to a buUc manufacturer of a 
controlled substance in schedule I or n, ... the [DBA] shall give manufacturers holding 
registrations for the bulk manufacture of the substance an opportunity for a hearing." 21 U.S.C. 
§ 958(i), Existing registrants therefore are given the opportunity to challenge the apphcant's 
entry into the market. See, e.g., RoxaneLabs., Inc., 63 Fed. Reg. 55,891 (Oct. 19, 1998) (hearing 
challenging the application of Roxane Laboratories for registration as importer of Schedule n 
substance). Thus, within the regulatory framework of controlled substances, registrants have no 
expectation of privilege as to their applications for registrations and import permits. This Court 
therefore should not seal such mformation fi:om the public m these proceedings. 
II. The Court Should Deny Plaintiffs Request to Seal as Overbroad. 

Although the parties generally agree that the protection of confidential busmess 
information "has been recognized as an appropriate justification for the restriction of public or 
press access," Plaintiif seeks to extend this protection to matters in which the public has an 
overriding interest or that it has failed demonstrate will injure its business if disclosed. See 
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Microsoft, Corp., 2002 WL 13 15804, at *2; see also Nixon, 435 U.S. at 598 (noting that "courts 
have refused to permit their files to serve ... as sources of business information that might harm 
a litigant's competitive standing"). Specifically, Plaintiff contends that its "confidential business 
information consists of the identity of the generic drag at issue, its identification in the Code of 
Federal Regulations and the Controlled Substances Schedule [sic], and related statements and 
documentation that would disclose JM^MJ development of this drag." Amend. Mot. at 2. 
Courts have regarded business mformation that might harm a litigant's competitive standing as 
mcluding "business sales statistics, inventories, customer Usts, scientific or manufacturing 
processes or developments, and negotiating positions." New York Public Interest Research 
Group V. Environmental Protection Agency (NYPIRG), 249 F. Supp. 2d 327, 333 (S.D.N.Y. 
2003) (relying oaPublic Citizen Health Research Group v. Federal Drug Admin., 704 F.2d 1280 
(D,C. Cir. 1983)). Clearly excluded as not confidential is information that "does not reveal 
anything about the nature and character of [the company's] business or its revenues, expenses or 
income, or anything that a commercial business would want to protect for fear of competitive 
injury." NYPIRG, 249 F. Supp. 2d at 33; see also National Paries & Conservation Ass 'n v. 
Kleppe, 547 F.2d 673, 684 (D.C. Cir. 1976) (concluding that withholding of mformation proper 
where "[d]isolosure would provide competitors with valuable insights mto the.operational 
sti-engths and weaknesses of a [company] while [its competitors] could continue in the customary 
maimer of playing then cards close to their chest"). 

Plaintiff has not demonstrated that all of the information it seeks to redact is confidential 
business information. See United States v. Exxon Coip., 94 F.R.D. 250, 251 (D.D.C. 1981) 
(company seeking to protect its confidential business information must "prove that disclosure 
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will result in a 'clearly defined and very serious injury to its business'"). Rather, Plaintiff seeks 
a sealing order based on the conclusory assertion of its Chief Executive Officer that if "the 
description of the product at issue, including its description in Schedule HI and in the Federal 
Register" is not protected iiom public disclosure "it could be used against^^^Jby its 
competitors to develop similar, if not identical, generic pharmaceutical products, deprive ^^^^ 
of first ANDA filing status and thereby deprive^^^Bf the opportunity to establish name- 
recognition with respect to a particular drug product, divert j^^^Jcustomers, and undermine 
the relations hips ^^^H ias worked hard to establish with its vendors, suppliers, customers and 
collaborative parties."' ^^^^ Aff. ^13. The regulatory language whose interpretation is at 
issue in this case, however, is aheady in the pubhc domain. See 21 CF.R. 1312.30; 21 C.F.R. 
1308.1 l(d)(30); 21 C.F.R. 1308.13(g). Plaintiff thus cannot seriously contend that this same 
information constitutes its confidential business information. 

Moreover, the general fact that some company is developing a generic version of a 
patented FDA-approved drug is also not confidential. As Plaintiff concedes, the market for the 
manufacture and distribution of generic drugs is highly competitive. See Plaintiffs Motion for 
Preliminary Injunction at 3. Indeed, in April 2005, the Presswke reported that the cannabiaoid 
market, "which currently lies with Marinol," is "expected to develop from the limited, 
controversial, niche market of today, to that with a much higher profile with additional approved 
therapeutic areas." Visiongain; Visiongain Report Announces Cannabinoids as a Potential 
Blockbuster? (Apr. 21, 2005), a copy of this article is attached hereto as Exhibit 1. Where, as 



' Nothing ia the record before the Court would enable any of Plaiutiff s competitors to 
duplicate its manufacturing process for the drug Plaintiff is developing. 
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here, Plaintiff seeks to seal infonnation that is in the public domain. Plaintiff clearly has not met 

its burden of demonstrating that its motion is narrowly tailored to protect only its confidential 

business infonnation. See Washington Post, 935 F.2d at 288 ("The presumption of openness 

may be overcome only by an overriding interest based on findings that closure is essential to 

preserve higher values and is narrowly tailored to serve that interest."). 

nr. This Court Should Only Require the Parties to Redact Information Identifying 
Plaintiff and Its Overseas Contractual Partner. 

Although Plaintiff has not demonstrated any "very serious injury" that it would suffer 

from disclosure of the information Plaintiff moves to seal, should this Court conclude otherwise. 

Plaintiffs interest in its confidential business infonnation can sufficienfly be protected by 

redacting its identity and tiiat of its overseas business partiier from the iilings in this action." The 

fiUngs would then reveal this action as involving whether the DEA's interpretation of 21 C.F.R. 

§ 130S.13(g)(l) was arbitrary and capricious or exceeded its statutory authority and whether a 

company may ohcumvent the established regulatory procedures for importing a schedule I 

controlled substance based ou the company's subjective expectation of FDA-approval. The 

public clearly has an interest in this Court's resolution of these issues and neither determination 



' In addition to redacting the name of Plaintiff and its contractual partner, information 
that might reveal their identities should also be redacted. See, e.g., Compl. 1[ 12 (identifying the 
number of employees Plaintiff employs). Tlius, for example, in the caption "Plaintiff' would 
replace the company name. An order consistent with this approach would provide that. 

Upon consideration of Plamtiff s Amended Motion Regarding Its Motion to Seal, the 
opposition thereto, and the complete record ui this case, it is hereby 

ORDERED that all references to PiaintifTs name, includmg in the caption, and 
information from which Plaintiff might be identified be redacted from fihngs in tiiis action; and 

FURTHER ORDERED that all references to PlaintifPs overseas conti-achial partiier and 
information from wliich that partner might be identified be redacted from filings in this action. 
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hinges on the specific fact of Plaintiff s development of a product that it contends is within that 

provision. Since Plaintiff has not demonstrated that disclosure of the regulatory language or the 

fact that a company is seeking to make a generic competitor of an FDA-approved product will 

injure its competitive position, this informatioii should not be withheld from the public. 

CONCLUSION 

For the foregomg reasons, this Court should deny Plaintiffs amended motion to seal or 

alternatively issue an appropriately narrowed order to seal. 

Dated: June 12, 2006 Respectfully subnoitted, 

PETER D.KEISLER 
Assistant Attorney General 

KENNETH L. WAINSTEIN 
United States Attorney 

ARTHUR R. GOLDBERG 

Assistant Director, Federal Programs Branch 

/s/ 

JACQUELINE E. COLEMAN (D.C. Bar No. 459548) 

U.S. Department of Justice, Civil Division 

Federal Programs Branch 

20 Massachusetts Avenue, N.W., ftm 7214 

Washington, DC 20530 

202-514-3418 

Counsel for Defendants 
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April il. 2D03 , 

■visiongain: -viaiongain report announces cannabinoi'ds ae a potential blockbuster? '■ 

RDATSUXai2Q05 

San Francisco, Ck and London, UK 7 According_ .to -the latest visiongain reporc, , . 

there -Ib a pocenciaX .for a drug vi'^hi'ti 'the-cannabinoids market to become a ' ' " 

'blockbuster wichin the next: few ye^rs. d?he viaiongain report, "cannabinoids: A 
Potential slockbuBter? " , atates chat there ara a:t. preeant only 2 approved 
cannabinoid drugs on the market: Canada has recently become the first coimtry to 
accept the uae of a medicii^a derived fpom pannabifj^ when ic .is approvad GW 
■phaxma^B Satives: for the .relief of pain -in_muidipXe aaierosis suffers. 

/' . • .. ■ 

Sacivex is expected c6 raise bath ^profits -aud aha prqfiie of the ' cannabinoid 
markec. GW Pharmaceutical also hopes S5.tivex will b^cofne availaiile in the UK hy 
the end of 2QD5 ior HS aeaociated -gpasticity and pavs the itisy for approval a£ the 
compahiea cnany^'Othar carinabi-nold ■ pipeline- producrs, 

X ' ■ ■ ■ 

"Safcivajc/ B" trial cannabinoid drug, as ejjpected co generate revenues of "5200 
million in. its Eirat six months J0oliowijig' its ^OiDS laynch, by 2006 chia i^' ■ ; 

ej^ecyad to grow 20.0-% to 52-40 miil'iDn"/'Ba.ya- Zoe. tsa'whea/ visiongaiii's 
■Phiarmaaeuticai analyse. According 'to che late-st viaiongain reporc "By 301d, 
sacivex should be marketed in the US where profits of 557S million can be 
expected". Wich these revenues Sativex will, dominate che cannabinoid market,. ■■: 

which currently lies with"MarinDl, 'ViBiongain predicts, that:' Acomplia will earn • \^ 

-revenues of $120 million 'in its ^iret tiwalTre "months ot launch expected at che end 
of 2005. Revenues will, ^row sceadily .utmil^ ?,plO, where they co,uld generate up 'no 
§175 million. ^ .''.','.,''.-' ■ : I 

Visiongain values che current cannafainoid-.markac iu Stjos at $110. S~ million. This 
value is ciiiff^'combined world' revenues .-o'f .Marinol, -Wabilone andalso includes 
cfoaerlc Dranabinol in. Germany. 'This .i's .a 6.3^ growth .increase Cram 2004, where 
revenues tocalled Sio-l million. By .2010 aales. of,, these prDduc::B. could' reach a 
-potencial' of just under '5200 mill^pn'.-":-._Oyer .-thie f.br'ecaQt period, 2002 to .2010, ■-■■ 

this ifilX generate a CRGR% of 'l0.7e%. ~ '' ' "' "]'' 

By 2006 the cannabinaid market is expected to develop from the li-mited, 
controversial, niche mark.et'Df tbday, to chap with S much higher profile with 
.additional approved cherapeuti'c areas-. t.hs xi&xv. coming months will withase che 
arrival of -che world's' xiret v;Kole-aannabie plane dp.'l-ived'ph'arftaceucical produce, 

* 2Q06.-ThomBQn/tJeatt. Ko '.CJ^aim' to" Orig . U.S. Govt. Works. 
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Safcivex. Safciv&x ITHC:CBH} from the innovative eannabinoid company QW 
Pnannacaucicals as expected to be launched into the Cainadian neuropathic pain 
Mulciple Scieroeie market. 

Acomplia, (Rimonahantl by Sanofi-Aventis is another major new corner to ths 
market. Acoraplia ia expected to gain approval for the antiobesicy/ smoking 
CSBsacion tnarkecs by the and of 2005. Acomplia is also undergoing Phaae XI , .. 

anudies for alcohol withdrawal. 

If Eacivex and Acomplia are approved for MS neuropathic pain/spaanicity and 
antiobeeity, che market 'then could reach a potential o£ ^947 by 2010 with sales 
of Marino! and Kabilone with gsnarie Dronahinal aiding revenue b . 

If you are interested in an overview o£ cannahinoide: a potential blockbuster - 
Please send an email to Senh Xp Sei^.ipSviaiongain.com including:, full name, 
Tide of publication^ contact celephone number. Email, and decaile of where you 
saw this relaase. Upon receipt of chis ■ information, an overview will be emailed 
to you. Also view: ■ ' ^ 

hctp://www.epharmaceucicalnewa.GQm7PxQduct3y4/iQlVvisiongain/Can^^ ^ '■■ . 

■ A-pocential -blockbuster. hcml '" ""'■ 

.Background: viBiongain is one of the fastest growing and most innovative 
independent media companies in Europe today. Based in liondon, UK, visioj^gain 
produce a host of businees-2-buaxnflss conferencss, newelat'Cera, management 
.reports and E-2ineB focusing on ths Financial markets, Che Pharmaceutical ■, 
"Telecoms industries and cursencly the Defence sector. 

For more PhactnaaeuT^ical information, please contact: our webaire on: " . 

Hctp://www,epbarmaceui:iaalnewB.com For information on vieionsain, please viait the 
website: Htcp://www.viaiongain-com. 

'CONTACT: Senh Ip, Corporate Communications e-ttnail: ■eenh.ipavis-iongain.com 

( IKS Communications led diaclaima .all liability for infomacion provided within 
M2 PresaWXHB, Data supplied by named jiarcy/parties. "Purthec information on H2 
SresBWIRE can Jbe obtained at http://www,preBswire.nec on the world wide web, 
3nqu*Lries to inf oSma . coin) ) . 
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CERTIFICATE OF SERVICE 

I hereby certify that on June 12, 2006, 1 caused a copy of the foregoing Defendants- 
Opposition to Plaintifr s Amended Motion Regarding Its Motion to Seal to be filed through the 
United States District Court for the District of Columbia's ECF system. 



/s/ 



Jacqueline Coleman 



